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This international Search Report consists of a total of . 



. sheets. 



[~X~| It is also accompanied by a copy of each priorart document cited in this report. 



1 . | X | Certain claims were found unsearchable (see Box I). 

2. Q Unity of invention is lacking(see Box II). 



3. The international application contains disclosure of a nucleotide and/or amino acid sequence listing and the 

international search was carried out on the basis of the sequence listing 

| | filed with the international application. 

| | furnished by the applicant separately from the international application, 

| [ but not accompanied by a statement to the effect that it did not include 

matter going beyond the disclosure in the international application as filed. 
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4. With regard to the title, 



| | the text is approved as submitted by the applicant 

[X~] the text has been established by this Authorityto read as follows: 



INTRAVENOUS IMMUNE GLOBULIN FORMULATION CONTAINING A NON-IONIC SURFACE ACTIVE 
AGENT WITH IMPROVED PHARMACOKINETIC PROPERTIES 



5. With regard to the abstract, 



[Y] the text is approved as submitted by the applicant 

| | the text has been established, according to Rule 38.2(b), by this Authority as it appears in 
Box III. The applicant may, within one month fromthe date of mailing of this International 
Search Report, submit comments to this Authority. 



6. The figure of the drawings to be published with the abstract is: 

Figure No. 2 [x] as suggested by the applicant. 

| | because the applicant failed to suggest a figure. 

| | because this figure better characterizes the invention. 



| | None of the figures. 
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This International Search Report has not been established in respect of certain cfaims under Article 17(2)(a) for the following reasons: 



1. _X_ Claims Nos.: 

because they relate to subject matter not required to be searched by this Authority, namely: 

Remark: Although claims 18-21 are directed to a method of treatment 

of the human/animal body, the search has been carried out and 
based on the alleged effects of the compound/composition. 

2. 1 | Claims Nos.: 

because they relate to parts of the International Application that do not comply with the prescribed requirements to such 
an extent that no meaningful International Search can be carried out, specifically: 



3. 1 1 Claims Nos.: 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule6.4(a). 

Box II Observations where unity of invention is lacking(Continuation of item 2 of first sheet) 

This International Searching Authority found multiple inventions in this international application, as follows: 



1 . I I As all required additional search fees were timely paid by the applicant, this International Search Report covers all 
' ' searchable claims. 

2. | | As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invitepayment 

of any additional fee. 



3. I I As only some of the required additional search fees were timely paid by the applicant, this International Search Report 
' ' covers only those claims for which fees were paid, specifically claims Nos.: 



4. [ I No required additional search fees were timely paid by the applicant. Consequently, this International Search Report is 
restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 



Remark on Protest | | The additional search fees were accompanied by the applicant's protest. 

| | No protest accompanied the payment of additional search fees. 
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1 . This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 7 sheets, including this cover sheet. 

H This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or d ^ in 9 s h wh ^ h th h ^ 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.1 6 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of 4 sheets. 



3. This report contains indications relating to the following items: 
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II 
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IV 
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VIII 


IS 



Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 

citations and explanations suporting such statement 

Certain documents cited 

Certain defects in the international application 



Date of submission of the demand 
13/10/1998 


Date of completion of this report 

3 0.07.99 


Name and mailing address of the international 
preliminary examining authority: 
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I. Basis of the report 

1 This report has been drawn on the basis of (substitute sheets which have been furnished to me receiving unice in 
' response to an invitation under Article 14 are referred to in this report as "originally filed" and are not annexed to 
the report since they do not contain amendments.): 

Description, pages: 

'1 _28 as originally filed 



Claims, No.: 

1-26 



as received on 



22/06/1 999 with letter of 



15/06/1999 



Drawings, sheets: 

1/2,2/2 as originally filed 

2. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

3. IS This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

see separate sheet 

4. Additional observations, if necessary: 



III 



. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non-obvious), 
or to be industrially applicable have not been examined in respect of: 



□ the entire international application. 
H claims Nos. 18-22. 



because: 
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EXAMINATION REPORT International application No. PCT/CA98/00325 



B the sa i d internationa l ap pl icat io n, or the sa i d c l a i ms Nos. 1 8 - 22 with r e spect to industr i a l app l icab il ity relate to 
the following subject matter which does not require an international preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements belotf) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 



□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the said claims Nos. . 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 
Novelty (N) 

Inventive step (IS) 



Yes: 


Claims 


1 


-16,18-26 


No: 


Claims 






Yes: 


Claims 


1 


-16,18-26 


No: 


Claims 






Yes: 


Claims 


1 


-16,23-26 


No: 


Claims 







2. Citations and explanations 
see separate sheet 

VII. Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 
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VIII. Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the question 
claims are fully supported by the description, are made: 

see separate sheet 
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EXAMINATION REPORT - SEPARATE SHEET 

Section I: ■ 

The amendment, namely the introduction of claim 17, does not meet the requirements 
of Art 34 PCT. The non-ionic surfactants glyceryl monooleate and polyvinyl alcohol 
cannot be found in the application as originally filed. Thus, there is no basis in the 
original application. Thus, claim 17 is not taken into account in this Report. 

Section III: 

For the assessment of the present claims 18-22 on the question whether they are 
industrially applicable, no unified criteria exist in the PCT. The patentability can also be 
dependent upon the formulation of the claims. The EPO, for example, does not 
recognize as industrially applicable the subject-matter of claims to the use of a 
compound in medical treatment, but may allow, however, claims to a known compound 
for first use in medical treatment and the use of such a compound for the manufacture 
of a medicament for a new medical treatment. 

Section V: 

The following documents are referred to in this communication: 

D1: EP-A-278 422 
D2: WO 95 01 155 

D1 describes y- globulin injectable solutions. It makes use of sorbitol in order to 
stabilize the solution and to prevent the increase of y- globulin polymer either 
during preservation or upon administration to a living body (abstract, page 2 line 
12-14). The aqueous y- globulin solution also contains polyethylene glycol and low 
amounts of NaCI (page 3 line 26-30). The ionic strength is adjusted to 0.0001- 0,1 
M (page 3 line 45). It is found in D1 that the stability of y- globulin increases with 
the sorbitol concentration (page 9 line 56). In example 5 a y- globulin 
concentration of 5% (w/v) is applied and a sorbitol concentration of 5 % (w/v) 
resulting in a polymer content of 0,00 % (w/v) (page 10 line 2-7). 

D2 discloses oral compositions comprising an antibody and a non-ionic surfactant 
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INTERNATIONAL PRELIMINARY International application No. PCT/CA98/00325 
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as stabilizer (page 1 line 31-35; Claim 6). Examples for non-ionic surfactants 
given are polyoxyethylene sorbitan monolaurate and polyoxyethylene sorbitan 
monooleate and mixtures thereof (page 3 line 13-17). The suitable non-ionic 
surfactant concentrations range from 0,01-6% (w/w)(page 3 line 19-21) or 0,02- 
10% (w/v) (page 10 line 10-12). Another suitable ingredient of the composition is 
glycine (page 13 table 5). 

1 . Claim 1 meets the requirements of Art 33(2)PCT, because in none of the 
available documents an immune globulin preparation for intravenous injection 
containing at least one non-ionic surface active agent is disclosed. 

2. D1 that is considered to represent the closest prior art, discloses injectable 
solutions of y- globulin containing sorbitol as a stabilizer and having a low 
electrical conductivity. 

The problem to be solved over D1 can be regarded as how to provide an 
alternative immune globulin preparation with an increased serum half-life. 
The use of non ionic surfactants such as sorbitan esters is described for oral 
compositions (D2) in order to improve the compatibility with the antibody, to 
provide improved immunoreactivity on longer term storage and to enhance 
antibody binding (D2: page 1 line 35- page 2 line 2). A skilled person would not 
expect a longer serum half-life of the antibodies due to non-ionic surfactant in the 
immune globulin preparation. Thus, claim 1 appears to be inventive according to 
Article 33 (3) PCT. 

As the independent claim appears to be new and inventive, the dependent claims 
2-15 which relate to more specific embodiments also seem to fulfil the 
requirements of Article 33 (2),(3) PCT. 

Claim 16 relates to a y- globulin preparation containing Polysorbate 80™, that is a 
non ionic surfactant and a sorbitan ester (polyoxyethylene sorbitan monooleate). 
Thus, claim 16 appears to be new and inventive (Article 33(2), (3) PCT). 

3. Claim 23 relates to an immune globulin preparation comprising an immune 
globulin with a purity of greater than about 95% and a monomeric protein content 
of greater than about 94% and at least one non-ionic surface active agent. 

Only high-purity preparations can be used for intravenous administration 
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(application: page 3 line 5-8). As mentioned above, known preparation suitable for 
intravenous administration do not contain non-ionic surfactants. Thus, claim 23 
meets the requirements of Articles 33(2) and (3) PCT. The same applies to the 
dependent claims 24-26 (see Section VIII (2) hereinbelow). 

4. Claims 1 8-22 relate to the medical use of the immune globulin preparations 
containing non-ionic surfactant and are considered to meet the requirements of 
Art 33 (2 and 3) PCT, because in none of the available documents such 
preparations are used to increase the serum half-life of the antibodies or to reduce 
the elevation of neutrophils. 

Section VII: 

- To meet the requirements of Rule 5.1 a) PCT, the document D1 and D2 should 
have been identified in the description and the relevant background art disclosed 
therein should have been briefly discussed. 

- Application numbers should have been replaced by the corresponding 
publication numbers (e.g. page 6 line 7). 

- The sentences on page 13 line 30-33 and on page 28 line 14-20 should have 
been deleted. 

Section VIII: 

1 . The wording of claim 1 should have been corrected by replacing 
"...hyperimmune...." by "...immune...", as a protein cannot be a hyperimmune 
gobulin. 

2. Claims 24-26 do not meet the requirements of Art 6 PCT, because their category 
is not clear. On one hand they refer to a preparation, but on the other hand they 
are dependent on claim 22 which is a method claim. 

For the assessment of industrial applicability, it has been assumed that a typing 
error has occurred and that the dependency of claims 24 and 25 is meant to refer 
to claim 23 instead of claim 22. 
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We Claim: 

1. An immune globulin preparation for intravenous 

injection comprising a hyperimmune globulin and at least one non-ionic 
5 surface active agent, said one or more non-ionic surface active agent(s) in 
a concentration sufficient to increase the serum half-life of the immune 
globulin. 

2. The preparation according to claim 1 wherein the immune 
10 globulin is anti-Rh 0 D immune globulin. 

3. The preparation according to claim 2 wherein the anti- 
Rh G D immune globulin has an IgG purity of greater than about 95% and a 
monomeric protein content of greater than about 94%. 

15 

4. The preparation according to claim 3 which is aqueous. 

5. The preparation according to claim 1 wherein the immune 
globulin is anti-c immune globulin. 

20 

6. The preparation according to claim 5 wherein the anti-c 
immune globulin has an IgG purity of greater than about 95% and a 
monomeric protein content of greater than about 94%. 

25 7. The preparation according to claim 6 which is aqueous. 

8. The preparation according to claim 1 wherein the 
concentration of the immune globulin is about 2 weight percent to about 
10 weight percent. 

30 

9. The preparation according to claim 1 wherein the one or 
more non-ionic surface active agent(s) is(are) a sorbitan ester of a fatty 
acid. 
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10. The preparation according to claim 9 wherein the non- 
ionic surface active agent(s) is(are) selected from the group consisting of 
sorbitan monolaurate, sorbitan monopalmitate, sorbitan monostearate, 

5 sorbitan tristearate, sorbitan monooleate, and sorbitan trioleate. 

11. The preparation according to claim 1 wherein the one or 
more non-ionic surface active agent(s) is(are) a polyoxyethylene sorbitan 
ester of a fatty acid. 

10 

12. The preparation according to claim 11 wherein the non- 
ionic surface active agent(s) is(are) selected from the group consisting of 
polyoxyethylene (20) sorbitan monolaurate, polyoxyethylene (4) sorbitan 
monolaurate, polyoxyethylene (20) sorbitan monopalmitate, 

15 polyoxyethylene (20) sorbitan monostearate, polyoxyethylene (4) sorbitan 
monostearate, polyoxyethylene (20) sorbitan tristearate, polyoxyethylene 
(20) sorbitan monooleate, polyoxyethylene (5) sorbitan monooleate, and 
polyoxyethylene (20) sorbitan trioleate. 

20 13. The preparation according to claim 1 wherein two or more 

non-ionic surface active agents are selected from the group consisting of 
polyoxyethylene (20) sorbitan monolaurate, polyoxyethylene (4) sorbitan 
monolaurate, polyoxyethylene (20) sorbitan monopalmitate; 
polyoxyethylene (20) sorbitan monostearate, polyoxyethylene (4) sorbitan 

25 monostearate, polyoxyethylene (20) sorbitan tristearate, polyoxyethylene 
(20) sorbitan monooleate, polyoxyethylene (5) sorbitan monooleate, and 
polyoxyethylene (20) sorbitan trioleate, sorbitan monolaurate, sorbitan 
monopalmitate, sorbitan monostearate, sorbitan tristearate, sorbitan 
monooleate, and sorbitan trioleate. 

30 

14. The preparation according to claim 1 wherein the 

concentration of the one or more non-ionic surface active agent(s) is(are) 
about 0.01 weight percent to about 0.5 weight percent. 
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15. The preparation according to claim 1 wherein the immune 

globulin preparation is a lyophilized preparation. 

5 16. An aqueous or a lyophilized immune globulin preparation 

wherein the immune globulin has an increased serum half-life 
comprising: 

about 3-8% human anti-Rh D D immune globulin with an 
IgG purity of greater than 95% and a monomeric protein content of 
10 greater than 94%; 

sodium chloride at about 0.25% (w/v); 
very low level buffer with essentially no ionic strength; 
Polysorbate 80® at about 0.01% to about 0.5% (w/v); and 
L-glycine at about 0.1M. 

15 

17. The preparation according to claim 1 wherein the one or 

more non-ionic surface agents are selected from the group consisting of 
glyceryl monooleate; and a polyvinyl alcohol. 

20 18. A use of an immune globulin preparation according to any 

one of claims 1 to 17 to increase the serum half-life of an immune 
globulin. 

19. A use of an immune globulin preparation according to any 
25 one of claims 1 to 17 to reduce the elevation of neutrophil counts.. 

20. A method of increasing the serum half-life of an immune 
globulin comprising administering an immune globulin preparation 
according to claims 1 to 17 to an animal in need thereof. 

30 

21. A method of reducing the elevation of neutrophil counts 
in a recipient of immune globulin comprising administering an 
immune globulin preparation according to claims 1 to 17 to an animal in 
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need thereof. 



10 



15 



22. A method according to claim 20 or 21 wherein said 
immune globulin preparation is administered intravenously. 

23. An immune globulin preparation comprising an immune 
globulin, having a purity of greater than about 95 percent and a 
monomeric protein content of greater than about 94 percent, and at least 
one non-ionic surface active agent, said one or more non-ionic surface 
active agent(s) in a concentration sufficient to increase the serum half life 
of the immune globulin. 



24. The preparation according to claim 22 wherein the 
immune globulin is anti-Rh G D immune globulin. 

25. The preparation according to claim 22 wherein the 
immune globulin is anti-c immune globulin. 

26. The preparation according to any one of claims 23-25 which 
20 is aqueous. 
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AMENDED CLAIMS 

[received by the International Bureau on 8 February 1999 (08.02.99); 
original claims 17-21 replaced by amended claims 18-22; 
remaining claims unchanged (4 pages)] 

A" immune globulin preparation comprising an immune 
globulin and at least one non-ionic surface active agent, said one or more 
5 non-ionic surface active agent(s) in a concentration sufficient to increase 
the serum half-life of the immune globulin. 

2 - The preparation according to claim 1 wherein the immune 

globulin is anti-RhoD immune globulin. 



10 



20 



25 



3 - Tne preparation according to claim 2 wherein the anti- 

RhoD immune globulin has an IgG purity of greater than about 95% and a 
monomeric protein content of greater than about 94%. 



15 4. 



The preparation according to claim 3 which is aqueous. 



5 - The preparation according to claim 1 wherein the immune 

globulin is anti-c immune globulin. 

6. The preparation according to claim 5 wherein the anti-c 

immune globulin has an IgG purity of greater than about 95% and a 
monomeric protein content of greater than about 94%. 

7- The preparation according to claim 6 which is aqueous. 

8. The preparation according to claim 1 wherein the 

concentration of the immune globulin is about 2 weight percent to about 
10 weight percent. 



30 9 - The preparation according to claim 1 wherein the one or 

more non-ionic surface active agent(s) is(are) a sorbitan ester of a fatty 
acid. 
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10. The preparation according to claim 9 wherein the non- 
ionic surface active agent(s) is(are) selected from the group consisting of 
sorbitan monolaurate, sorbitan monopalmitate, sorbitan monostearate, 
sorbitan tristearate, sorbitan monooleate, and sorbitan trioleate. 

5 

11. The preparation according to claim 1 wherein the one or 
more non-ionic surface active agent(s) is(are) a polyoxyethylene sorbitan 
ester of a fatty acid. 

10 12. The preparation according to claim 11 wherein the non- 

ionic surface active agent(s) is(are) selected from the group consisting of 
polyoxyethylene (20) sorbitan monolaurate, polyoxyethylene (4) sorbitan 
monolaurate, polyoxyethylene (20) sorbitan monopalmitate, 
polyoxyethylene (20) sorbitan monostearate, polyoxyethylene (4) sorbitan 

15 monostearate, polyoxyethylene (20) sorbitan tristearate, polyoxyethylene 
(20) sorbitan monooleate> polyoxyethylene (5) sorbitan monooleate, and 
polyoxyethylene (20) sorbitan trioleate. 

13. The preparation according to claim 1 wherein two or more 

20 non-ionic surface active agents are selected from the group consisting of 
polyoxyethylene (20) sorbitan monolaurate, polyoxyethylene (4) sorbitan 
monolaurate, polyoxyethylene (20) sorbitan monopalmitate; 
polyoxyethylene (20) sorbitan monostearate, polyoxyethylene (4) sorbitan 
monostearate, polyoxyethylene (20) sorbitan tristearate, polyoxyethylene 
25 (20) sorbitan monooleate, polyoxyethylene (5) sorbitan monooleate, and 
polyoxyethylene (20) sorbitan trioleate, sorbitan monolaurate, sorbitan 
monopalmitate, sorbitan monostearate, sorbitan tristearate, sorbitan 
monooleate, and sorbitan trioleate. 

30 14. The preparation according to claim 1 wherein the 

concentration of the one or more non-ionic surface active agent(s) is(are) 
about 0.01 weight percent to about 0.5 weight percent. 
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15. The preparation according to claim 1 wherein the aqueous 

immune globulin preparation is lyophilized to form a dry powder 
preparation. 

5 16. An aqueous immune globulin preparation wherein the 

immune globulin has an increased serum half-life comprising: 

about 3-8% human anti-Rh Q D immune globulin with an 
IgG purity of greater than 95% and a monomeric protein content of 
greater than 94%; 
10 sodium chloride at about 0.25% (w/v); 

very low level buffer with essentially no ionic strength; 
Polysorbate 80 at about 0.01% to about 0.5% (w/v); and 
L-glycine at about 0.1M. 

15 17. The preparation according to claim 1 wherein the one or 

more non-ionic surface agents are selected from the group consisting of 
glyceryl monooleate; and a polyvinyl alcohol. 

18. A use of an immune globulin preparation according to any 
20 one of claims 1 to 17 to increase the serum half-life of an immune 

globulin. 

19. A use of an immune globulin preparation according to any 
one of claims 1 to 17 to reduce the elevation of neutrophil counts. 

25 

20. A method of increasing the serum half-life of an immune 
globulin comprising administering an immune globulin preparation 
according to claims 1 to 17 to an animal in need thereof. 

30 21. A method of reducing the elevation of neutrophil counts 

in a recipient of immune globulin comprising administering an 
immune globulin preparation according to claims 1 to 17 to an animal in 
need thereof. 
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22. A method according to claim 20 or 21 wherein said 

immune globulin preparation is administered intravenously. 



i 
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We Claim: 

1- An immune globulin preparation comprising an immune 

globulin and at least one non-ionic surface active agent, said one or more 
5 non-ionic surface active agent(s) in a concentration sufficient to increase 
the serum half-life of the immune globulin. 

2. The preparation according to claim 1 wherein the immune 
globulin is anti-Rh 0 D immune globulin. 

3. The preparation according to claim 2 wherein the anti- 
Rh Q D immune globulin has an IgG purity of greater than about 95% and a 
monomelic protein content of greater than about 94%. 

15 4. The preparation according to claim 3 which is aqueous. 

5. The preparation according to claim 1 wherein the immune 

globulin is anti-c immune globulin. 

20 6. The preparation according to claim 5 wherein the anti-c 

immune globulin has an IgG purity of greater than about 95% and a 
monomeric protein content of greater than about 94%. 

7. The preparation according to claim 6 which is aqueous. 

8. The preparation according to claim 1 wherein the 
concentration of the immune globulin is about 2 weight percent to about 
10 weight percent. 

30 9. The preparation according to claim 1 wherein the one or 

more non-ionic surface active agent(s) is (are) a sorbitan ester of a fatty 
acid. 
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1°- The preparation according to claim 9 wherein the non- 

ionic surface active agent(s) is(are) selected from the group consisting of 
sorbitan monolaurate, sorbitan monopalmitate, sorbitan monostearate, 
sorbitan tristearate, sorbitan monooleate, and sorbitan trioleate. 

11- The preparation according to claim 1 wherein the one or 

more non-ionic surface active agent(s) is(are) a polyoxyethylene sorbitan 
ester of a fatty acid. 

10 12. The preparation according to claim 11 wherein the non- 

ionic surface active agent(s) is(are) selected from the group consisting of 
polyoxyethylene (20) sorbitan monolaurate, polyoxyethylene (4) sorbitan 
monolaurate, polyoxyethylene (20) sorbitan monopalmitate, 
polyoxyethylene (20) sorbitan monostearate, polyoxyethylene (4) sorbitan 

15 monostearate, polyoxyethylene (20) sorbitan tristearate, polyoxyethylene 
(20) sorbitan monooleate, polyoxyethylene (5) sorbitan monooleate, and 
polyoxyethylene (20) sorbitan trioleate. 

13- The preparation according to claim 1 wherein two or more 

20 non-ionic surface active agents are selected from the group consisting of 
polyoxyethylene (20) sorbitan monolaurate, polyoxyethylene (4) sorbitan 
monolaurate, polyoxyethylene (20) sorbitan monopalmitate; 
polyoxyethylene (20) sorbitan monostearate, polyoxyethylene (4) sorbitan 
monostearate, polyoxyethylene (20) sorbitan tristearate, polyoxyethylene 
25 (20) sorbitan monooleate, polyoxyethylene (5) sorbitan monooleate, and 
polyoxyethylene (20) sorbitan trioleate, sorbitan monolaurate, sorbitan 
monopalmitate, sorbitan monostearate, sorbitan tristearate, sorbitan 
monooleate, and sorbitan trioleate. 



14. The preparation according to claim 1 wherein the 

concentration of the one or more non-ionic surface active agent(s) is(are) 
about 0.01 weight percent to about 0.5 weight percent. 
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15. The preparation according to claim 1 wherein the aqueous 

immune globulin preparation is lyophilized to form a dry powder 
preparation. 

5 16. An aqueous immune globulin preparation wherein the 

immune globulin has an increased serum half-life comprising: 

about 3-8% human anti-Rh D D immune globulin with an 
IgG purity of greater than 95% and a monomeric protein content of 
greater than 94%; 
10 sodium chloride at about 0.25% (w/v); 

very low level buffer with essentially no ionic strength; 
Polysorbate 80 at about 0.01% to about 0.5% (w/v); and 
L-glycine at about 0.1M. 

15 17. A use of an immune globulin preparation according to any 

one of claims 1 to 16 to increase the serum half-life of an immune 
globulin. 

18. A use of an immune globulin preparation according to any 
20 one of claims 1 to 16 to reduce the elevation of neutrophil counts. 

19. A method of increasing the serum half-life of an immune 
globulin comprising administering an immune globulin preparation 
according to claims 1 to 16 to an animal in need thereof. 

20. A method of reducing the elevation of neutrophil counts 
in a recipient of immune globulin comprising administering an 
immune globulin preparation according to claims 1 to 16 to an animal in 
need thereof. 

21. A method according to claim 19 or 20 wherein said 
immune globulin preparation is administered intravenously. 



